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Last Amended Date: 10 July 2018  

Date of Printing: 12 July 2018  

Attachment to Certificate 304.1006 dated 28 October 2011 

 

This Certificate covers 9 model(s) 

 

 

Model Reference Detail 

 

PSA/ 2125-300 Total PSA by ELISA Method 

PSA/ 2175-300 Total PSA by CLIA Method 

PSA XS/ 8725-300 Total PSA by ELISA Method 

PSA XS/ 8775-300 Total PSA by CLIA Method 

Free PSA/ 2325-300 Free PSA by ELISA Method 

Free PSA/ 2375-300 Free PSA by CLIA Method 

Cancer Marker VAST/ 8425-300 Total PSA by ELISA Method (in combo calibrator) 

Cancer Marker VAST/ 8475-300 Total PSA by CLIA Method (in combo calibrator) 

Quality Control/ ML-300A and B Quality Control Containing Total PSA and Free PSA 

  

  

  

  

  

  

  

  

  

  

  

  

  

 



   
Monobind, Inc. 

 

 
 100 North Pointe Drive Phone: +1.949.951.2665 www.monobind.com 
 Lake Forest, California 92630 USA Fax: +1.949.951.3539 info@monobind.com 

    

DECLARATION OF CONFORMITY 
 

Product Family TOTAL AND FREE PROSTATE SPECIFIC ANTIGEN (PSA and FPSA) 
   

Specific Product Details 
 

Product Description Item # 
ELISA 

Item # CLIA EDMS Code GMDN 
ELISA 
Code 

GMDN 
CLIA 
Code 

Risk Class 

Total PSA Test System 2125-300A 
2125-300B 

2175-300A 
2175-300B 

12.03.01.32.00 54664 54665 High/ List B 

Total PSA Extra Sensitive 
Test System 

8725-300A 
8725-300B 

8775-300A 
8775-300B 

12.03.01.32.00 54664 54665 High/ List B 

Free PSA Test System 2325-300A 
2325-300B 

2375-300A 
2375-300B 

12.03.01.33.00 54668 54669 High/ List B 

Cancer VAST Test System 8425-300B 
8425-300D 
8425-300E 

8475-300B 
8475-300D 
8475-300E 

12.03.01.32.00 54664 54665 High/ List B 

Multi Ligand Control ML-300B ML-300B 12.03.01.32.00 38207 38207 High/ List B 
 

Manufacturer 
Name Monobind Inc. 
Address 100 North Pointe, Lake Forest, CA 92630 
Country United States 
 
Representative 
Name CEpartner4U BV, 
Address Esdoornlaan 13, 3951DB Maarn 
Country The Netherlands 
Telephone +31 (0)6 – 516.536.26 

 

Notified Body 
 Name   NSAI 
 Body ID Number   0050 
 CE Cert #   304.1006 
 Registration #  NL-CA002-2011-23306 
 

 Means of Conformity 
Monobind Inc. declares that the product listed is in conformity with the Annex IV, IVD Type List B essential requirements and provisions of 
Council Directive:  98/79/EC 
 
And is in conformance with the following standards: 
  
 EN 13612:2002 EN 15223-1:2016 EN ISO 14971:2019 
 EN ISO 18113:2011 EN 13641:2002 EN ISO 23640:2015 
 Under the principles of  EN ISO 13485:2016 
 

 Signature 
Place and effective date Monobind Inc.  January 30, 2021 revision 04 
 
Signature 
 
Name Tony Shatola   Title QA Director  
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Declaration form: Standard ISO/IEC 17050-1:2010 

vs. 2020-11 

DECLARATION OF CONFORMITY 
1) Manufacturer (Name, department): Monobind Inc. 
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES 

and  

2) European authorized representative:  CEpartner4U BV,  
Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS; 
(on product labels printed as: 
CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS.  www.cepartner4u.com)  
 
3) Product(s) (name, type or model/batch number, etc.): 

Immunoassay products;  
AccuBind® ELISA,  
AccuLite® CLIA,  
QSure® Control, 
Instruments                                                                                                  
see appendix 

 

4) The product(s) described above is in conformity with: 

Document No. Title 

98/79/EC In vitro Diagnostic Medical Devices 
Directive 

 

5) Additional information (Conformity procedure, Notified Body, CE certificate, Registration nr., etc.): 
Conformity assessment procedure for CE marking: In vitro Diagnostic Medical Device Directive, 

Annex III 

Registration nr. : NL- CA002-22758 and NL- CA002-22762 

 

 

Lake Forest, USA; 2021-09-20 _________________________________ 

 Tony Shatola; QA Director, Monobind Inc. 
(Place & date of issue (yyyy-mm-dd)) (name, function and signature of manufacturer) 
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Appendix 
 

 Date: 2021-09-20 
List of devices. 
 

Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 

Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

Allergy & Anemia        

Ferritin Test System 
2825-300A 
2825-300B 

2875-300A 
2875-300B 

  12.07.01.02.00 Low 2005-11-11 

Folate Test System 
7525-300A 
7525-300B 

7575-300A 
7575-300B 

  12.07.01.03.00 Low 2010-06-29 

Immunoglobulin E (IgE) Test System 
2525-300A 
2525-300B 

2575-300A 
2575-300B 

  12.02.01.02.00 Low 2005-11-11 

Transferrin Soluble Receptor (sTfR) Test 
System 

8625-300A 
8625-300B 

8675-300A 
8675-300B 

  12.07.01.06.00 Low 2010-06-29 

Vitamin B-12 (Vit B12) Test System 
7625-300A 
7625-300B 

7675-300A 
7675-300B 

  12.07.02.04.00 Low 2011-09-26 

Folate, Vitamin B-12 (Anemia Panel VAST) Test 
System 

7825-300A 
7825-300B 

7875-300A 
7875-300B 

  12.07.01.00.00 Low 2013-09-16 

Autoimmune 

Anti-Cyclic Citrullinated Peptide IgG (Anti-CCP 
IgG) Test System 

12725-300A 
12725-300B 

12775-300A 
12775-300B 

  12.11.01.90.00 Low 2019-04-03 

Anti-Thyroglobulin (Anti-Tg) Test System 
1025-300A 
1025-300B 

1075-300A 
1075-300B 

  12.10.03.04.00 Low 2005-11-11 

Anti-Thyroperoxidase (Anti-TPO) Test System 
1125-300A 
1125-300B 

1175-300A 
1175-300B 

  12.10.03.01.00 Low 2005-11-11 

Bone Metabolism & Growth 

Calcitonin Test System 
9325-300A 
9325-300B 

9375-300A 
9375-300B 

  12.06.03.02.00 Low 2019-04-03 

Growth Hormone (hGH) Test System 
1725-300A 
1725-300B 

1775-300A 
1775-300B 

  12.06.04.02.00 Low 2005-11-11 

Parathyroid Hormone (PTH) Test System 
9025-300A 
9025-300B 

9075-300A 
9075-300B 

  12.06.03.13.00 Low 2011-09-26 

Parathyroid Hormone (PTH) 3rd & 2nd Gen 
(VAST) Test System 

10025-300A 
10025-300B 

10075-300A 
10075-300B 

  12.06.03.13.00 Low 2019-04-03 

25(OH) Vitamin D Total Direct (Vit D-Direct) 
Test System 

7725-300A 
7725-300B 

7775-300A 
7775-300B 

  12.06.03.10.00 Low 2017-07-05 

Cancer Markers 

Alpha-Fetoprotein (AFP) Test System 
1925-300A 
1925-300B 

1975-300A 
1975-300B 

  12.03.90.01.00 Low 2005-11-11 

CA-125 Test System 
3025-300A 
3025-300B 

3075-300A 
3075-300B 

  12.03.01.06.00 Low 2005-11-11 

CA 15-3 Test System 
5625-300A 
5625-300B 

5675-300A 
5675-300B 

  12.03.01.02.00 Low 2010-06-29 

CA 19-9 Test System 
3925-300A 
3925-300B 

3975-300A 
3975-300B 

  12.03.01.03.00 Low 2005-11-11 

Carcinoembryonic Antigen (CEA) Test System 
1825-300A 
1825-300B 

1875-300A 
1875-300B 

  12.03.01.31.00 Low 2005-11-11 

Next Generation Carcinoembryonic Antigen 4625-300A 4675-300A   12.03.01.31.00 Low 2010-06-29 
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Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 
Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

(CEA-Next Gen) Test System 4625-300B 4675-300B 

Free β-Subunit Human Chorionic Gonadotropin 
(Free Beta hCG) Test System 

2025-300A 
2025-300B 

2075-300A 
2075-300B 

  12.03.01.90.00 Low 2005-11-11 

Cardiac Markers 

CK-MB Test System 
2925-300A 
2925-300B 

2975-300A 
2975-300B 

  12.13.01.02.00 Low 2005-11-11 

Digoxin (DIG) Test System 
925-300A 
925-300B 

975-300A 
975-300B 

  12.08.01.01.00 Low 2005-11-11 

High Sensitivity CRP (hs-CRP) Test System 
3125-300A 
3125-300B 

3175-300A 
3175-300B 

  12.13.01.90.00 Low 2005-11-11 

Myoglobin Test System 
3225-300A 
3225-300B 

3275-300A 
3275-300B 

  12.13.01.05.00 Low 2005-11-11 

Troponin I (cTnI) Test System 
3825-300A 
3825-300B 

3875-300A 
3875-300B 

  12.13.01.07.00 Low 2005-11-11 

Diabetes 

C-Peptide Test System 
2725-300A 
2725-300B 

2775-300A 
2775-300B 

  12.06.01.01.00 Low 2005-11-11 

Insulin Test System 
2425-300A 
2425-300B 

2475-300A 
2475-300B 

  12.06.01.03.00 Low 2005-11-11 

Rapid Insulin Test System 
5825-300A 
5825-300B    12.06.01.03.00 Low 2010-06-29 

Insulin - C-Peptide (Diabetes Panel VAST) 
7325-300A 
7325-300B 

7375-300A 
7375-300B 

  12.06.01.03.00 Low 2005-11-11 

Endocrine        

ACTH Test System 10625-300 10675-300   12.06.04.01.00 Low 2019-04-03 

Aldosterone Test System 10125-300 10175-300   12.06.02.01.00 Low 2019-04-03 

Leptin Test System 10925-300 10975-300   12.06.90.17.00 Low 2019-04-03 

Fertility & Prenatal        

Anti-Müllerian Hormone (AMH) Test System 
9725-300A 
9725-300B 

9775-300A 
9775-300B 

  12.05.02.16.00 Low 2019-04-03 

Folicle Stimulating Hormone (FSH) Test System 
425-300A 
425-300B 

475-300A 
475-300B 

  12.05.01.04.00 Low 2005-11-11 

Β-Human Chorionic Gonadotropin (hCG) Test 
System 

825-300A 
825-300B 

875-300A 
875-300B 

  12.05.02.05.00 Low 2005-11-11 

Β-Human Chorionic Gonadotropin Extended 
Range (hCG-XR) Test System 

8825-300A 
8825-300B 

8875-300A 
8875-300B 

  12.05.02.05.00 Low 2013-09-16 

Rapid Β-Human Chorionic Gonadotropin (Rapid 
-hCG) Test System 

3325-300A 
3325-300B    12.05.02.05.00 Low 2005-11-11 

Inhibin A Test System 
9525-300A 
9525-300B 

9575-300A 
9575-300B 

  12.05.01.90.00 Low 2019-04-03 

Inhibin B Test System 
9625-300A 
9625-300B 

9675-300A 
9675-300B 

  12.05.01.90.00 Low 2019-04-03 

Luteinizing Hormone (LH) Test System 
625-300A 
625-300B 

675-300A 
675-300B 

  12.05.01.05.00 Low 2005-11-11 

Pregnancy Associated Plasma Protein – A Mass 
Units (PAPP-A Mass Units) Test System 

12625-300A 
12625-300B 

12675-300A 
12675-300B 

  12.05.02.10.00 Low 2017-07-05 

Prolactin Hormone (PRL) Test System 
725-300A 
725-300B 

775-300A 
775-300B 

  12.05.01.08.00 Low 2005-11-11 
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Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 
Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

Prolactin Hormone Sequential (PRLs) Test 
System 

4425-300A 
4425-300B 

4475-300A 
4475-300B 

  12.05.01.08.00 Low 2005-11-11 

Human Chorionic Gonadotropin (hCG) , Human 
Prolactin (hPRL), Human Luteinizing Hormone 
(hLH), Follicle Stimulating Hormone (FSH) 
(Fertility Panel VAST) Test System 

8325-300B 
8325-300D 
8325-300E 

8375-300B 
8375-300D 
8375-300E 

  

12.05.01.90.00 Low 2006-08-24 

Alpha-Fetoprotein  (AFP), Human Chorionic 
Gonadotropin (hCG), Unconjugated Estiol (u-
E3) Triple Screen (Triple Screen Panel VAST) 
Test System 

8525-300A 
8525-300B 

8575-300A 
8575-300B 

  

12.05.01.90.00 Low 2010-06-29 

Infectious Diseases 
Anti-H. Pylori IgG (H. Pylori Ab IgG) Test 
System 

1425-300A 
1425-300B 

1475-300A 
1475-300B 

  15.01.04.03.00 Low 2005-11-11 

Anti-H. Pylori IgM  (H. Pylori Ab IgM) Test 
System 

1525-300A 
1525-300B 

1575-300A 
1575-300B 

  15.01.04.03.00 Low 2005-11-11 

Anti-H. Pylori IgA (H. Pylori Ab IgA) Test System 
1625-300A 
1625-300B 

1675-300A 
1675-300B 

  15.01.04.03.00 Low 2005-11-11 

Anti-SARS-CoV-2 (COVID-19) IgG Test System 
11925-300A 
11925-300B 

11975-300A 
11975-300B 

  15.04.80.90.00 Low 2020-08-25 

Anti-SARS-CoV-2 (COVID-19) IgM Test System 
11725-300A 
11725-300B 

11775-300A 
11775-300B 

  15.04.80.90.00 Low 2020-08-25 

Anti-SARS-CoV-2 (COVID-19) IgA Test System 
11825-300A 
11825-300B 

11875-300A 
11875-300B 

  15.04.80.90.00 Low 2020-08-25 

Anti-SARS-CoV-2 (COVID-19) S1-RBD IgG 
Test System 

12025-300A 
12025-300B 

12075-300A 
12075-300B 

  15.04.80.90.00 Low 2021-09-20 

D-Dimer Test System 
9225-300A 
9225-300B 

9275-300A 
9275-300B 

  13.02.05.03.00 Low 2020-08-25 

Procalcitonin (PCT) Test System 
1425-300A 
1425-300B 

1475-300A 
1475-300B 

  12.06.90.16.00 Low 2017-07-05 

Neonatal  

Neonatal 17OHP (N-17OHP) Test System 
5525-300A 
5525-300B    12.05.01.07.00 Low 2008-02-01 

Neonatal (N-T4) Thyroxine  Test System 
2625-300A 
2625-300B    12.04.01.12.00 Low 2005-11-11 

Neonatal TBG (N-TBG) Test System 
8925-300A 
8925-300B    12.04.01.09.00 Low 2013-09-16 

Neonatal TSH (N-TSH) Test System 

3425-300A 
3425-300B 
3425-300D 
3425-300E 

 

  

12.04.01.90.00 Low 2005-11-11 

Steroid 

Androstenedione (ANST) Test System 12425-300A 
12425-300B 

12475-300A 
12475-300B 

  12.05.01.01.00 Low 2021-09-20 

Cortisol Test System 
3625-300A 
3625-300B 

3675-300A 
3675-300B 

  12.06.02.04.00 Low 2005-11-11 

Dehydroepiandrosterone (DHEA) Test System 
7425-300A 
7425-300B 

7475-300A 
7475-300B 

  
12.05.01.02.00 Low 2011-09-26 

Dehydroepiandrosterone  Sulfate (DHEA-S) 
Test System 

5125-300A 
5125-300B 

5175-300A 
5175-300B 

  
12.05.01.02.00 Low 2010-06-29 

Estrone (E1) Test System 
10325-300A 
10325-300B 

10375-300A 
10375-300B 

  
12.05.02.04.00 Low 2019-04-03 
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Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 
Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

Estradiol (E2) Test System 
4925-300A 
4925-300B 

4975-300A 
4975-300B 

  
12.05.01.03.00 Low 2010-06-29 

Unconjugated Estiol (u-E3) Test System 
5025-300A 
5025-300B 

5075-300A 
5075-300B 

  
12.05.02.02.00 Low 2010-06-29 

Progesterone Test System 
4825-300A 
4825-300B 

4875-300A 
4875-300B 

  12.05.01.06.00 Low 2010-06-29 

17-OH Progesterone (17-OHP) Test System 
5225-300A 
5225-300B 

5275-300A 
5275-300B 

  12.05.01.07.00 Low 2010-06-29 

17-OH Progesterone SI (17-OHP-SI) Test 
System 

9925-300A 
9925-300B 

9975-300A 
9975-300B 

  12.05.01.07.00 Low 2010-10-18 

Sex Hormone Binding Globulin (SHBG) Test 
System 

9125-300A 
9125-300B 

9175-300A 
9175-300B 

  12.05.01.09.00 Low 2013-09-16 

Testosterone Test System 
3725-300A 
3725-300B 

3775-300A 
3775-300B 

  12.05.01.10.00 Low 2007-11-01 

Free Testosterone Test System 
5325-300A 
5325-300B 

5375-300A 
5375-300B 

  12.05.01.10.00 Low 2010-06-29 

Thyroid  

Total Triidothyronine (tT3) Test System 

125-300A 
125-300B 
125-300D 
125-300E 

175-300A 
175-300B 
175-300D 
175-300E 

  

12.04.01.05.00 Low 2005-11-11 

Free Triidothyronine (fT3) Test Stystem 

1325-300A 
1325-300B 
1325-300A 
1325-300B 

1375-300A 
1375-300B 
1375-300D 
1375-300E 

  

12.04.01.01.00 Low 2005-11-11 

Total Triidothyronine (tT3 SBS) Test System 
8125-300A 
8125-300B 

8175-300A 
8175-300B 

  12.04.01.01.00 Low 2010-06-29 

Rapid Total Triidothyronine (Rapid -tT3) Test 
System 

11225-300A 
11225-300B    12.04.01.01.00 Low 2017-07-05 

T3-Uptake (T3U) Test System 
525-300A 
525-300B 

575-300A 
575-300B 

  12.04.01.06.00 Low 2005-11-11 

Thyroxine (tT4) Test System 

225-300A 
225-300B 
225-300D 
225-300E 

275-300A 
275-300B 
275-300D 
275-300E 

  

12.04.01.07.00 Low 2005-11-11 

Free Thyroxine (fT4) Test System 

1225-300A 
1225-300B 
1225-300D 
1225-300E 

1275-300A 
1275-300B 
1275-300D 
1275-300E 

  

12.04.01.02.00 Low 2005-11-11 

Total Thyroxine  (tT4 SBS) Test System 
8225-300A 
8225-300B 

8275-300A 
8275-300B 

  12.04.01.01.00 Low 2010-06-29 

Rapid Total Thyroxine  (Rapid -tT4) Test System 
11125-300A 
11125-300B    12.04.01.01.00 Low 2017-07-05 

Thyrotropin (TSH) Test System 

325-300A 
325-300B 
325-300D 
325-300E 

375-300A 
375-300B 
375-300D 
375-300E 

  

12.04.01.11.00 Low 2005-11-11 

Rapid TSH Test System 
6025-300A 
6025-300B 

6075-300A 
6075-300B 

  12.04.01.11.00 Low 2010-06-29 

Thyroxine-Binding Globulin (TBG) Test System 
3525-300A 
3525-300B 

3575-300A 
3575-300B 

  12.04.01.09.00 Low 2005-11-11 

Thyroglobulin (Tg) Test System 2225-300A 2275-300A   12.04.01.08.00 Low 2005-11-11 
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Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 
Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

2225-300B 2275-300B 

Total Thyroxine (tT4), Total Triidothyronine (tT3) 
& Thyroid Stimulating Hormone (TSH) (Thyroid 
Panel VAST) Test System 

8025-300B 
8025-300D 
8025-300E 

8075-300B 
8075-300D 
8075-300E 

  
12.04.01.01.00 Low 2005-11-11 

Free Thyroxine (fT4), Free Triiodothyronine 
(fT3) & Thyroid Stimulating Hormone (TSH) 
(Free Thyroid Panel VAST) Test System 

7025-300B 
7025-300D 
7025-300E 

7075-300B 
7075-300D 
7075-300E 

  
12.04.01.01.00 Low 2010-06-29 

 
Miscellaneous Controls 

Anti-H. Pylori Control (IgA, IgG, IgM) – Positive 
& Negative   HPC-300  12.50.01.16.00 Low 2013-09-16 

Anti-Tg & Anti-TPO Control – Positive & 
Negative    AIT-101  12.50.01.16.00 Low 2010-06-29 

Maternal Control – (AFP, uE3, hCG, Free beta 
hCG) Tri Level    MC-300  12.50.01.16.00 Low 2010-06-29 

TBG Control – Tri-Level   TBG-300  12.50.01.16.00 Low 2013-09-16 

Tg Control – Tri-Level    TG-300  12.50.01.16.00 Low 2010-06-29 

Tumor Marker Control – (CA 125, CA 15-3, CA 
19-9) Tri-Level   TMC-300  12.50.01.16.00 Low 2013-09-16 

 

Miscellaneous Instruments 
Autoplex® ELISA & CLIA Analyzer    IN006 21.02.10.01 Low 2010-06-29 
Autoplex® G2 ELISA & CLIA Analyzer    IN006-2 21.02.10.01 Low 2013-09-16 
Autoplex® G3 ELISA & CLIA Analyzer    IN006-3 21.02.10.01 Low 2017-07-05 
NeoEldex® ELISA  Analzyer    IN009 21.02.10.01 Low 2011-09-26 
Impulse® 3 CLIA Analyzer    IN007 21.02.10.01 Low 2010-06-29 
NeoLumax® CLIA Analyzer    IN010 21.02.10.01 Low 2011-09-26 
LuMatic® CLIA Analyzer    IN008 21.02.10.01 Low 2011-09-26 
PrisMatic® ELISA Analyzer    IN013 21.02.10.01 Low 2013-09-16 
PlateWash - Immunoassay Washer    IN002 21.02.10.01 Low 2010-06-29 
TITIN® ELISA & CLIA Analyzer    IN015-EC 21.02.10.01 Low 2017-07-05 
TITIN® ELISA Analyzer    IN015-E 21.02.10.01 Low 2017-07-05 
TITIN-s® ELISA & CLIA Analyzer    IN016-EC 21.02.10.01 Low 2017-07-05 
TITIN-s® ELISA Analyzer    IN016-E 21.02.10.01 Low 2017-07-05 



        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1810008 

 

 Certificate Holder: 
 

 MACHEREY-NAGEL GmbH & Co. KG  
 

 Neumann-Neander-Str. 6-8 
52355 Düren 
Germany  
 
 including the locations according to annex 
  

 

 Scope:  Design and development, production and distribution  

of products for filtration, rapid tests, water analysis, 

chromatography and bioanalysis 

 

   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 

 

 Validity:  The certificate is valid from 2020-05-29 until 2023-05-28. 

  

  

  

 2020-05-25   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  

 

 

 

 

   
 

 

 www.tuv.com 

 

 

 
 

 
 

 ®
 T

Ü
V

, 
T

U
E

V
 a

n
d

 T
U

V
 a

re
 r

e
g

is
te

re
d

 t
ra

d
e
m

a
rk

s
. 

U
ti
lis

a
ti
o
n

 a
n
d

 a
p

p
lic

a
ti
o
n

 r
e
q

u
ir

e
s
 p

ri
o
r 

a
p

p
ro

v
a

l.
 



 
 

 Page 1 of 1 

 

    

 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810008  
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    No.  Location  Scope 
  H 
/01 MACHEREY-NAGEL GmbH & Co. KG 

Neumann-Neander-Str. 6-8                                                        
52355 Düren                                                                     
Germany 

Design, development and production  
of products for chromatography  
and bioanalysis 

/02 MACHEREY-NAGEL GmbH & Co. KG 
Valencienner Str. 11                                                            
52355 Düren                                                                     
Germany 
 

Design, development, production  
and distribution of products for filtration, 
rapid tests, water analysis. 
Service and administration 

/03 MACHEREY-NAGEL GmbH & Co. KG 
Papiermühle 50                                                                  
52349 Düren                                                                     
Germany 
 

Waste disposal 

/04 MACHEREY-NAGEL GmbH & Co. KG 
Bahnstr. 120                                                                    
52355 Düren                                                                     
Germany 
 

Storage 

/05 MACHEREY-NAGEL GmbH & Co. KG 
Monschauer Str. 64                                                              
52355 Düren                                                                     
Germany 
 

Production 

 

 2020-05-25    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 

 
 

 

 

 

 

 







Place and date: For the issuing office:
Espoo, 18 June 2021 DNV - Business Assurance

Keilaranta 1, 02150 Espoo, Finland

Kimmo Haarala
Management Representative

 

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

ACCREDITED UNIT: DNV GL Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnvgl.fi/assurance

MANAGEMENT SYSTEM

CERTIFICATE  

Certificate no.:
59878-2009-AQ-MCW-FINAS

Initial certification date:
20 December 2000

Valid:
01 September 2021 – 31 August 2024

This is to certify that the management system of

THERMO FISHER SCIENTIFIC
Kubinskaya 73, liter A, build.1, Saint-Petersburg, Russian Federation, 196240

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:

MANUFACTURING OF LIQUID HANDLING PRODUCTS AND SPECIAL DIAGNOSTIC
PLASTICS.

http://www.dnvgl.fi/assurance


Место и дата: От выпускающего офиса:
Espoo, 18 июня 2021 DNV - Business Assurance

Keilaranta 1, 02150 Espoo, Finland

Kimmo Haarala
Представитель руководства

 

Невыполнение условий Договора на сертификацию делает данный Сертификат недействительным.

Аккредитованный офис:  DNV GL Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnvgl.fi/assurance

MANAGEMENT SYSTEM

CERTIFICATE  

Сертификат №:
59878-2009-AQ-MCW-FINAS

Дата начальной сертификации:
20 декабря 2000

Действителен:
01 сентября 2021 – 31 августа 2024

Настоящим удостоверяется, что система менеджмента организации:

АО «ТЕРМО ФИШЕР САЙЕНТИФИК»
Кубинская, д.73, литер А, корпус 1, Санкт-Петербург, Российская Федерация, 196240

была признана соответствующей стандарту:

ISO 9001:2015

Настоящий сертификат действителен для следующей области:

ПРОИЗВОДСТВО ДОЗАТОРОВ ПИПЕТОЧНЫХ И СПЕЦИАЛЬНОГО
ДИАГНОСТИЧЕСКОГО ПЛАСТИКА.

http://www.dnvgl.fi/assurance
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4265/5/A 
___________________ 

 

CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

MEUS S.r.l. 
 

Unità Operative / Operative Units 

Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - 35028 Piove di Sacco (PD) - Italia 
Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi biologici. Progettazione e 

produzione di terreni di coltura per microbiologia.  
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi. 

Via dell'Industria 2-16 - 35020 Arzergrande (PD) – Italia 
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico. 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi 
biologici. Progettazione e produzione di terreni di coltura per microbiologia. 

Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico. 
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi. 

 

Design and production of diagnostic kits for blood and biological liquids analysis. 
Design and production of culture media for microbiology. Design and production of 
sterile needles and devices for collection of haematological samples. Design and 

production of moulds for plastic labware. 

Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 
Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 

 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification  of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it
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4265/5/B 
___________________ 

 

CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

ROLL S.r.l.  
 

UNITÀ OPERATIVA / OPERATIVE UNIT 
 

Via Leonardo Da Vinci, 24A - Zona Industriale Tognana - 35028 Piove di Sacco (PD) 
Italia 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.  
Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi 
biologici. Stampaggio di materie termoplastiche ad iniezione per articoli medicali. 

 

Design and production of Holders for vacuum sampling.  
Design and production of diagnostic kits for blood and biological liquids  

analysis. Injection moulding of thermoplastic materials for medical devices. 

Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 
Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 

 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification  of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it
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4265/5/D 
___________________ 

 

CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

VACUTEST KIMA S.r.l. 
 

Sede / Head office 
Via dell'Industria, 12 - 35020 Arzergrande (PD) – Italia 

Uffici direzionali e amministrativi 
Unità Operative / Operative Units 

Via dell'Industria, 12 - 35020 Arzergrande (PD) – Italia 
Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine. 

Produzione di provette per microprelievi di sangue. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni 
di coltura per microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterminato e aghi sterili. 

Via Leonardo Da Vinci, 22 – 35028 Piove di Sacco (PD) 
Uffici commerciali e magazzino. 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo 
ematico, liquidi biologici e urine. Produzione di provette per microprelievi di sangue. 

Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per 
microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto 

predeterminato e aghi sterili. 
 

Design and production of test tubes with predetermined vacuum for collection of 
haematological samples, biological liquids and urine samples. Production of test tubes 
for micro-collection of haematological samples. Trading of the products of the Group: 
diagnostic kits, culture media for microbiology, plastic disposable labware, test tubes 

with predetermined vacuum and sterile needles. 

Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 
Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 

 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification  of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 

 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it












 

 
 
 

Declaration of Conformity    

Product Name:                                                                              Model/Type: 

EasyLyte and accessories per attachment                        EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/Cl/Li,   

              Na/K/Ca/pH, Na/K/Cl/Ca/Li 

EasyElectrolytes and accessories per attachment  EasyElectrolytes Na/K/Cl, Na/K/Li 

            

Manufacturer 

 Medica Corporation 
  5 Oak Park Drive, Bedford, Massachusetts, 01730,  USA 

Representative 

EC  REP  Emergo Europe, Prinsessegracht 20, 
              2514 AP The Hague, The Netherlands 
              Tel: +31 70 345 8570 
              Fax: +31 70 346 7299 

 
Means of Conformity 
 
Medica Corporation declares that the products listed are covered by Annex III of Directive 98/79/EC. These products are  
self-certified since they are for professional use only and are not listed on Annex II, List A or Annex II, List B of Directive  
98/79/EC. In addition, they are in conformity with the Annex I, “Essential Requirements” and provisions of council Directive  
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and  
Electronic Equipment, and the corresponding national laws of the Member States. 
 
Place and Date: Bedford, Massachusetts, USA, September 27, 2018  
 
Signature: 
 

 
______________________________ 
Name:   Photios Makris, Ph.D. 
Title:     VP, Regulatory Affairs   



 

EasyLyte Accessories   
Catalog 
No. 

Accessory EDMA Code 

2004 EasyLyte Na/K Analyzer 21 07 11 02 

2014 EasyLyte Plus Na/K/Cl Analyzer 21 07 11 02 

2015 EasyLyte Lithium Na/K/Li Analyzer 21 07 11 02 

2016 EasyLyte Calcium Na/K/Ca/pH Analyzer 21 07 11 02 

2021 EasyLyte Na/K/Cl/Li Analyzer 21 07 11 02 

2030 EasyLyte EXPAND Analyzer, Na/K/Cl/Ca-Li 21 07 11 02 

2070 EasyLyte EasySampler 21 07 11 02 

2101 EasyLyte K+ Electrode 11 04 01 06 

2102 EasyLyte Na+ Electrode 11 04 01 07 

2113 EasyLyte Cl- Electrode 11 04 01 03 

2106 EasyLyte Li+ Electrode 11 04 01 04 

2150 EasyLyte Ca++ Electrode 11 04 01 02 

2151 EasyLyte pH Electrode 11 70 31 02 

2152 EasyLyte Disposable Reference Electrode 11 04 04 01 

2103 EasyLyte Reference Electrode 11 04 04 01 

2258 EasyLyte Membrane Assembly 21 07 11 02 

2120 EasyLyte Na/K 800 ml Solutions Pack 11 04 04 02 

2121 EasyLyte Na/K/Cl 800mL Solutions Pack 11 04 04 02 

2122 EasyLyte Na/K/Li 800mL Solutions Pack 11 04 04 02 

2123 EasyLyte Na/K/Ca/pH 800mL Solutions Pack 11 04 04 02 

2028 EasyLyte Na/K/Cl/Li 400mL Solution Pack 11 04 04 02 

2109 EasyLyte Na/K 400mL Solutions Pack 11 04 04 02 

2112 EasyLyte Na/K/Cl 400mL Solutions Pack 11 04 04 02 

2115 EasyLyte Na/K/Li 400mL Solutions Pack 11 04 04 02 

2114 EasyLyte Na/K/Ca/pH 400mL Solutions Pack 11 04 04 02 

2026 EasyLyte Na/K/Cl/Li 800mL Solution Pack 11 04 04 02 

2124 EasyLyte Na/K/Cl/Ca-Li 800ml Solutions Pack 11 04 04 02 

2814 EasyQC Bi-Level Quality Control Kit 11 50 02 04  

2815 EasyQC Tri-Level Quality Control Kit 11 50 02 04 

2843 EasyLyte Quality Control Sample Cups (60) 21 07 11 02 

2118 Daily Cleaning Solution Kit 11 01 01 27 

2598 EasyLyte Daily Cleaner Cup 21 07 11 02 

2108 EasyLyte Solutions Valve 21 07 11 02 

2107 EasyLyte Sample Probe 21 07 11 02 

2257 EasyLyte Sample Detector 21 07 11 02 
 

 

   

   

   

   

   

   



   

   

   

   

 
  

EasyLyte Accessories, continued

Catalog No. Accessory EDMA Code

2104 EasyLyte Tubing Kit 21 07 11 02

2100 EasyLyte Calcium Tubing Kit 21 07 11 02

2492 EasyLyte Internal Filling Solution (125mL) 11 04 04 90

2309 EasyLyte Wash Solution (50mL) 11 04 04 90

2111 EasyLyte Urine Diluent (500mL) 11 04 04 90

2577 EasyLyte Standard Solution, Urine (50mL) 11 04 04 90

2323 EasyLyte Probe Wipers (6) 21 07 11 02

2541 EasyLyte Printer Paper (3 rolls) 21 07 11 02

2595 EasyLyte EasySampler Sample Cups, 500uL (500) 21 07 11 02

2596 EasyLyte Sample Cups 2.0mL (500) 21 07 11 02

10745 Anti-Evaporation Caps (500) 21 07 11 02

2293 EasyLyte Capillary Tubes 21 07 11 02

2590 EasyLyte Capillary Adaptor Kit 21 07 11 02

2292 EasyLyte Capillary Adaptor Cleaning Kit 21 07 11 02

2578 EasyLyte Red Dye Test Solution (50mL) 11 30 01 11

2572 EasyLyte Troubleshooting Kit 21 07 11 02

2571 EasyLyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li) 21 07 11 02

2105 EasyLyte Quarterly Operating Kit 21 07 11 02

2095 EasyLyte Maintenace Kit 21 07 11 02

2076 EasyLyte Sample Tray 21 07 11 02

2074 EasyLyte Sample Cup Retainer Ring 21 07 11 02

7118 Daily Rinse/Cleaning Solution Kit 11 01 01 27

2544 EasyLyte C Series Printer Paper (5 rolls) 21 07 11 02

2934 EasyLyte Barcode Reader Kit 21 07 11 02



EasyElectrolytes Accessories       

Catalog No.      Accessory       EDMA Code 

4002 EasyElectrolyte Na/K/Cl Analyzer    21 07 11 02 

4003 EasyElectrolyte Na/K/Li Analyzer    21 07 11 02 

4102 Reagent Module, Na/K/Cl     11 04 04 02 

4103 Reagent Module, Na/K/Li     11 04 04 02 

7205 EasyElectrolyte/EasyStat Na+ Electrode   11 04 01 07 

7206 EasyElectrolyte/EasyStat K+ Electrode   11 04 01 06 

4203 EasyElectrolyte Cl- Electrode    11 04 01 03 

4204 EasyElectrolyte Li+ Electrode    11 04 01 04 

6204 EasyElectrolyte/EasyStat/EasyBloodGas Reference Electrode 11 04 04 01 

4207 EasyElectrolyte Spacer Electrode    11 04 01 90 

4301 EasyElectrolyte Troubleshooting Kit    21 07 11 02 

2118 Daily Cleaning Solution Kit     11 01 01 27 

4402 EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution 11 30 01 11 

4403 EasyElectrolyte Urine Diluent    11 04 04 90 

2814 Bi-Level Quality Control Kit    11 50 02 04 

2815 Tri-Level Quality Control Kit    11 50 02 04 

4405 EasyElectrolyte Na/K/Cl Demonstration Kit   21 07 11 02 

4406 EasyElectrolyte Na/K/Li Demonstration Kit   21 07 11 02 

4404 EasyElectrolyte Capillary Tube Kit    21 07 11 02 

4306 EasyElectrolyte Sampler     21 07 11 02 

6504 EasyBloodGas/EasyElectrolyte Pump Tube   21 07 11 02 

6505 EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper  21 07 11 02 

4506 EasyElectrolyte Sensor Module     21 07 11 02 

4507 EasyElectrolyte Valve Module    21 07 11 02 

4508 EasyStat/EasyBloodGas/EasyElectrolyte Compression Plate 21 07 11 02 

7302 Probe Wipers      21 07 11 02 

4522 EasyElectrolyte Daily Cleaner Sample Cups   21 07 11 02 

4539 EasyElectrolyte Sensor Module, Li+    21 07 11 02 

6537 EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 9-pin 21 07 11 02 

6520 EasyElectrolyte/EasyStat/EasyBloodGas Barcode Reader Kit 21 07 11 02 
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